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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address ~ 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

Responsive to communication(s) filed on 10 February 2004 . 
2a)D This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-27 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 1-4,6-9 and 15-27 is/are rejected. 

7) ^ Claim(s) 5 and 10-14 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) £<] The specification is objected to by the Examiner. 

10) [X] The drawing(s) filed on 10 February 2004 is/are: a)S accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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1) S Notice of References Cited (PTO-892) 
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DETAILED ACTION 
Specification 

1 . Applicant is reminded of the proper language and format for an abstract of the 
disclosure. 

The abstract should be in narrative form and generally limited to a single 
paragraph on a separate sheet within the range of 50 to 150 words. It is important 
that the abstract not exceed 150 words in length since the space provided for the 
abstract on the computer tape used by the printer is limited. The form and legal 
phraseology often used in patent claims, such as "means" and "said," should be 
avoided. The abstract should describe the disclosure sufficiently to assist readers in 
deciding whether there is a need for consulting the full patent text for details. 

The language should be clear and concise and should not repeat information 
given in the title. It should avoid using phrases which can be implied, such as, 'The 
disclosure concerns," "The disclosure defined by this invention," 'The disclosure 
describes," etc. 



Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 1, 2, 3, 4, 6, 9, 15, 17, 18, 20, 21, 22, 23, 24, 25, 26, and 27 are rejected 
under 35 U.S.C. 102(b) as being anticipated by Braithwaite (US 6,347,629). 

4. As to claim 1 , Braithwaite teaches a spacer for delivering medication spray into 
the lungs of a patient comprising a first body (that formed by 94,98) having a large 
diameter distal end and a small diameter proximal end; a second body (that formed by 
92) having a large diameter distal end and a small diameter proximal end joined to the 
distal end of the first conical body; a mouthpiece 99 positioned at the proximal end of 
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the first body; a spray inlet at 45 positioned at a distal end of the second body; and the 
first body further comprising a first internal chamber and the second conical body 
comprising a second internal chamber, the first and second internal chambers forming a 
spray conduit having a continuous spray passage from the spray inlet to the mouthpiece 
(See Fig. 9). 

5. As to claim 2, Braithwaite teaches a spacer further comprising a plurality of air 
inlets 90 passing through the first body, the air inlets positioned downstream from the 
spray inlet near the distal end of the first conical body. 

6. As to claim 3, Braithwaite teaches a spacer wherein the plurality of air inlets are 
evenly spaced around the first body (See Fig.9). 

7. As to claim 4, Braithwaite teaches a spacer wherein the first body includes a 
large diameter distal end surface and wherein the air inlets are positioned in the large 
diameter distal end surface (See Fig.9). 

8. As to claim 6, Braithwaite teaches a spacer wherein each the first body and 
second body have a conical geometry (See Fig.9). 

9. As to claim 9, Braithwaite teaches a spacer for delivering a medication spray 
ejected by an inhaler to the lungs of a patient through the patient's mouth, the spacer 
comprising a conduit (that formed by 92,94,98) having a proximal end and a distal- end; 
a spray inlet at 45 attached to the distal end of the conduit, the spray inlet adapted for 
receiving medication spray from the inhaler; a mouthpiece 99 attached to the distal end 
of the conduit, the conduit including at least one interior chamber defining a continuous 
spray passage from the spray inlet to the mouthpiece; and at least one air inlet 90 
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passing through the wall of the conduit, the air inlet positioned downstream from the 
spray inlet. 

10. As to claim 15, Braithwaite teaches a spacer apparatus for transmitting .. 
medication to patients, comprising a mouthpiece 99 ; a first chamber (formed by 94,98), 
the first chamber having a proximal end connected to the mouthpiece; a second 
chamber (formed by 92), the second chamber having a proximal end connected to the 
distal end of the first chamber; a spray inlet at 45 connected to a distal end of the - 
second chamber, the spray inlet adapted to receive medication spray, and an internal 
spray path defined from spray inlet to the mouthpiece, through the first chamber and 
second chamber. 

11. As to claim 17, Braithwaite teaches a spacer apparatus further comprising a 
plurality of air inlets 90 passing through the apparatus into the first chamber. 

12. As to claim 18, Braithwaite teaches a spacer apparatus wherein the first 
chamber and the second chamber a re converging chambers, wherein a diameter of the 
proximal ends of each chamber are smaller than a diameter of the proximal ends of 
each chamber (See Fig. 9). 

1 3. As to claim 20, Braithwaite teaches a spacer apparatus wherein the plurality of 
air inlets are circular (See Fig. 9). 

14. As to claim 21, Braithwaite teaches a spacer apparatus for distributing 
medication to patients, comprising; an air chamber (formed by 92, 94, 98) defining an 
air passage therethrough, the air chamber having an upstream end and a downstream 
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end, wherein a plurality of air inlets 90 are positioned between the upstream end and 
the downstream end. 

15. As to claim 22, Braithwaite teaches a spacer apparatus further comprising an 
adapter 91 proximate the spray inlet, the adapter functional to receive a spray outlet 
from a medication dispenser. 

16. As to claim 23, Braithwaite teaches a spacer for facilitating the delivery of a 
medication spray from a medication spray dispenser to the mouth of a patient, the 
spacer comprising: spray inlet means at 45 to receive the medication spray; a 
mouthpiece 99; spacer walls defining at least one internal chamber and further defining 
a conduit means (formed by 92,94,98) fluidly connecting the spray inlet to the 
mouthpiece; and means 90,100,101 to generate spray recirculation zones proximate the 
conduit means, the recirculation zones functional to inhibit contact between the 
medication spray and the spacer walls. 

17. As to claim 24, Braithwaite teaches a spacer, the spacer walls defining first 
(formed by 94,98) and second internal chambers (formed by 92). 

18. As to claim 25, Braithwaite teaches a spacer apparatus, the means for 
generating high-pressure recirculation zones comprising a closed chamber 100,101 
proximal to the spray inlet and at least one air inlet 90 in the first internal chamber 
downstream of the spray inlet. 

19. As to claim 26, Braithwaite teaches a method of delivering a medication spray 
into the lungs of a patient using a spacer, the method comprising: directing the 
medication spray into a spray inlet end at 45 of the spacer; using the medication spray 
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and spacer geometry to generate high-pressure recirculation zones at 100,101 inside 
the spacer; and using the high-pressure recirculation zones and the external airflow to 
direct the medication spray away from walls of the spacer and out of a mouthpiece end 
of the spacer. 

20. As to claim 27, Braithwaite teaches a method further comprising delivering air 
into the spacer through air inlets 90 positioned downstream from the spray inlet. 



Claim Rejections - 35 USC § 103 

21 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

22. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

23. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 



were made absent any evidence to the contrary. Applicant is advised of the obligation 
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under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

24. Claims 7, 8, 16, and 19 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Braithwaite (US 6,347,629). 

25. As to claims 7 and 8 and 19, Braithwaite teaches essentially all of the 
limitations except for wherein the first and second bodies have an elliptical shape or 
oblong shape and wherein the air inlet is oblong. At the time the invention was made, it 
would have been an obvious matter of design choice to a person of ordinary skill in the 
art to make the shape of the bodies and air inlet of Braithwaite of any particular 
geometric shape because Applicant has not disclosed that the specific geometry 
provides an advantage, is used for a particular purpose, or solves a stated problem. 
One of ordinary skill in the art, furthermore, would have expected Braithwaite's bodies 
having the conical shape and the air inlet being circular, and applicant's invention, to 
perform equally well because both geometric shapes would perform the same function 
of reducing the particle size of the medicament and providing a passageway for air. 
Therefore, it would have been prima facie obvious to modify Braithwaite to obtain the 
invention as specified in claims 7 and 8 and 19 because such a modification would have 
been considered a mere design consideration which fails to patentably distinguish over 
the prior art of Braithwaite. 
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26. As to claim 16, Braithwaite teaches essentially all of the limitations except for 
wherein at least a portion of one of the first or second chambers is collapsible. 
However, on page 1 1 , of the specification Applicant discloses that the spacer may be 
collapsible, which implies that the collapsibility aspect of the spacer is not a critical and 
essential part of the invention. As such one of ordinary skill in the art would expect the 
spacer of Braithwaite to perform equally as well regardless of whether or not the spacer 
is collapsible because the function of the spacer is not altered as a result of whether or 
not it is collapsible. 

Allowable Subject Matter 

27. Claims 5 and 10-14 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

28. The following is a statement of reasons for the indication of allowable subject 
matter: As to claim 5 and 10, the prior art of record does not teach nor render obvious 
the overall claimed combination of a spacer further comprising a unidirectional valve 
functionally positioned within the spray passage proximate the mouthpiece, wherein the 
valve allows the patient to inhale but not exhale through the spray passage in the 
spacer. 



Application/Control Number: 10/775,465 
Art Unit: 3743 



Page 9 



Conclusion 



29. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. US 6615826, US 6595206, US 5899201. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mital B. Patel whose telephone number is 571-272- 
4802. The examiner can normally be reached on Monday-Friday (1 1 :00-7:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry Bennett can be reached on 571-272-4791 . The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 



Business Center (EBC) at 866-217-9197 (toll-free). 




Mital B. Patel 
Examiner 
Art Unit 3743 



